This article provides a description of all the research protocols evaluated by the Research Ethics Committee of the Instituto Federal da Paraíba (the Federal Institute of Paraíba) (CEP/IFPB), from its foundation in 2008 until 2014. A descriptive and documental case study type review was performed. Of 228 protocols considered, 82.02% were approved. The predominant areas of knowledge were Human Sciences (21.05%) and Social Sciences (21.05%). The IFPB Campus in Joao Pessoa (35.52%) approved the most protocols. The researchers responsible for the research protocols were predominantly professors (86.84%) and the majority had post-graduate qualifications (52.63%), with a rate of one protocol per researcher predominating. It was concluded that in assessing the ethics of the protocols submitted, the CEP/IFPB has been acting in the interests of ethical reflection in scientific research, contributing to the development of studies guided by ethical standards and by the need to provide more protection to research participants. Keywords: Ethics. Ethics committees, research. Protocols.
In Brazil, the ethics review system of research involving human subjects was created by Resolution 1/1988 of the Conselho Nacional de Saúde (CNS) 1 (National Health Council), which aimed to regulate research in the area of health throughout the national territory 2 . In 1995, the CNS initiated the process of revising this Resolution with the objective of bringing it up to date. As a result, the Grupo Executivo de Trabalho (GET -Executive Work Group) was created and consisted of representatives from various social and professional areas, resulting in the elaboration of CNS Resolution 196/1996 3 , which covered a broader scope, applying to all research involving human subjects, regardless of the area of knowledge 4 .
In 2013, after practically seventeen years in effect, CNS Resolution 196/96 was revoked by CNS Resolution 466/2012 5 ; a document that also established guidelines and regulations of research involving human subjects and which came into effect on 13 th June 2013, the date of its publication in the Diário Oficial da União (Official Federal Gazette of Brazil). Among the alterations, some which should be mentioned are: the incorporation of new international documents in its introduction; the inclusion of new terms and definitions and the modification of others present in the previous resolution; the alteration of the item "Free and Clarified Consent" to "Free and Clarified Consent Process"; intended to create a complementary resolution to consider specificities of research in the humanities and social areas and others that adopt their own methodologies 6 . According to CNS Resolution 466/2012 5 , the comitês de ética em pesquisa (research ethics committees -CEP) are interdisciplinary and independent collegiate bodies, endowed with public relevance and a consultative, deliberative and educational role, which have the mission to protect research participants and collaborate in the development of studies according to ethical standards. Therefore, it is imperative that research involving human subjects is submitted to the evaluation of the system formed by the CEP and the Comissão Nacional de Ética em Pesquisa (National Research Ethics Commission -CONEP), known as the CEP/CONEP system. The CEP are responsible for evaluating and monitoring the ethical aspects of all research involving human subjects, and its reason for existence is to defend the rights and dignity of the study participants, to contribute to the ethical quality of the protocols analyzed, for discussions about research in the context of institutional development and social progress of the community, as well as for the appreciation of the researchers who receive recognition for having developed ethically adequate studies 7 
.
According to data from Conep 8 , Brazil currently has 727 research ethics committees. However, it is evident that there are still few studies developed within the national scenario that aim to characterize the protocols evaluated by CEP. Studying their peculiarities is an important instrument of planning as the data obtained can be used as input for the preparation of action plans by the committees, which would influence in the improvement of their activities. In addition, these studies have social relevance -since the CEP aim to promote the protection of the research participants -and contribute to the development of the ethical quality of processes.
The importance of this study is in the development of work, the results of which could be used by the Comitê de Ética em Pesquisa do Instituto Federal da Paraíba (Research Ethics Committee of the Paraíba Federal Institute -IFPB) to assist in planning their activities and making decisions, contributing to a better performance of the CEP regarding the protection of participants and promote more ethical quality in research involving human subjects. The study also contributes to the existing literature on the network of CEP/CONEP system institutions.
Within this scope, the central objective of this study was to characterize all the protocols evaluated by the CEP/IFPB -since 2008, the year it was founded, until 2014 -, emphasizing the following aspects: quantity assessed by the CEP; number of projects approved, not approved, withdrawn and archived; large areas of knowledge; campus of origin; professional category and qualifications of the researchers responsible for the protocols; and number of researchers per protocol.
Method
It is a descriptive and documental research in the format of a case study, carried out by the CEP/ IFPB. Created on The sources of data utilized were semiannual reports, consolidated opinions and all protocols of research evaluated by CEP/IFPB, since its founding until 2014, over a period of seven years. In table 1, detailed information about the items discussed in each document type is given. 
Results and discussion

Research protocols evaluated by CEP/IFPB
Since its founding until 2014, the CEP/IFPB evaluated 228 research protocols, signifying an average of slightly more than 32 per year. Despite having its registration approved by Conep in October 2009, the first research protocols received by CEP are from 2010. Given the period in which CEP effectively performed evaluations, there were an average of 45.6 protocols analyzed per year.
These figures represent important work carried out by the CEP/Conep system throughout Brazil. Through the work developed by a network of institutions, consisting of 727 CEP 8 and by Conep, thousands of protocols are evaluated annually in order to safeguard the rights and dignity of research participants as well as contributing to the development of research in accordance with ethical standards 7 
.
In 2009, planning meetings were held, and in the first semester of 2010 educational activities with the internal community were developed, standardized documents were produced and the creation of the CEP web page was completed, aimed at making information available to IFPB researchers. In 2011, that number increased by more than 50% in relation to the previous year (52). Some factors were crucial in relation to this: the first was the dissemination of the existence of the CEP in the various campi of IFPB. This activity of educational nature, carried out in the form of lectures, also aimed to promote the importance of the committee for research involving human subjects, as well as the procedures required to submit research protocols for evaluation. Another relevant factor was the upholding of the application prerequisite prior to CEP in order to obtain the grant. In addition, different to 2010, a year in which evaluations were only initiated in June, in 2011 they occurred throughout the year. The research protocols evaluated by the CEP in this year correspond to 22.81% of the total evaluated within the period analyzed.
There was a progressive annual increase in the number of protocols submitted for evaluation by CEP, with the exception of 2012, in which a significant decrease of 84.62% can be observed (8 in total), in relation to the previous year. The main factor for this was the change in the submission process of research protocols. Since its creation, the CEP Characterization of research protocols: a study in Paraíba, Brazil http://dx.doi.org/10.1590/1983-80422016241119 followed a standard procedure: the researcher presented the required documentation directly to the CEP. However, by means of Document 327/2011/Conep/CNS/MS 9 , Conep defined that from 2012, the CEP should utilize the Plataforma Brasil ("the Brazil Platform") system for receiving research protocols.
It is important to point out that, in the beginning of the first semester of 2012, Conep and the Plataforma Brasil ("the Brazil Platform") support team were requested to register the profile of the CEP/IFPB coordinator in order for the system to be enabled in the committee; however, this was only carried out in October of that year. As a result, the CEP/IFPB was unable to promote ethical analysis of research protocols for nine months, which caused a sharp drop in the number of projects evaluated. The total number in 2012 represented only 3.51%, the lowest of the period analyzed.
In 2013, with the Plataforma Brasil ("the Brazil Platform") already enabled for operation by the CEP/IFPB, the progressive increase of evaluated protocols resumed, corresponding to 27.19% of the period analyzed (62 submissions). Approximately 34% refer to end of course projects of graduates in occupational safety technology on the Patos campus, possibly due to the extensive dissemination of the CEP promoted by the coordination of that course.
In 2014, there was a 30.65% increase in the number of research protocols evaluated in relation to the previous year (81), reaching 35.53% of all submissions in the period studied. This significant percentage is due to the continuity of the actions developed by the CEP and PRPIPG, in addition to the continuous promoting of the work of the committee. Another factor was the initiation of promoting the CEP/IFPB by the coordination of technology courses in commercial management (Guarabira campus) and food technology (Sousa campus).
Among the research protocols evaluated by the CEP / IFPB in the period 2010-2014, there was a project that, as it dealt with international research, following approval of the committee, had to undergo ethical evaluation by Conep. CNS Resolution 466/2012 5 lists the research that, in addition to evaluation by CEP, also requires analysis by Conep: human genetics; human reproduction; therapeutic equipment and devices that are new or not registered in Brazil; new invasive therapeutic procedures; studies of indigenous populations; protocols involving genetically modified organisms, embryonic stem cells and organisms that have a high collective risk; protocols for the creation and operation of bio banks for research purposes; research with foreign cooperation, with the exception of those sponsored by the Brazilian government; and others that, at the discretion of the CEP, upon justification, require approval of CONEP. Since these are in special theme areas, it is necessary to provide greater protection to research participants, therefore, the CEP/Conep system, by means of double ethical assessment, permits that the study is developed according to the requirements of ethical obligations in relation to human subjects.
The analysis of the quantity of protocols submitted annually for evaluation by the CEP/IFPB makes it possible to identify several institutional initiatives that have proven the implementation and consolidation of the committee to be successful. Firstly, the period of preparation for the initiation of activities, permitting detailed planning and avoiding hastiness, that would probably prevent or hinder the full and effective functioning of the CEP. It is also important to acknowledge the internal training and dissemination of the CEP for the academic community in the various campi of the institution. Finally, the essential support of PRPIPG/IFPB, which established the presentation of research projects to the CEP as a prerequisite for submission of projects for the research grant programs.
Approved, not approved, withdrawn and archived protocols
From 2010 to 2014, of the 228 research protocols evaluated by CEP, 187 (82.02%) were approved, 8 (3.51%) were not approved, 20 (8.77%) were withdrawn and 13 (5.7%), were archived.
Among the approved research protocols, 52 (27.81%) received approval on first analysis, and 135 (72.19%) were considered "pending" before being approved. According to CNS Resolution 466/2012 5 , a research protocol is considered "pending" when the CEP identifies the need to correct it, and the responsible researcher must fulfill the rectification requested by the committee within the period established by the regulation in effect. According to Barbosa and collaborators 10 , by verifying the necessity to make adjustments to the research protocols, the CEP protects both the research participants and the researchers and also the proponent institution of the project by means of contributing to reducing the incidence of ethical failures that might compromise the parties involved in the research.
Among the approved research protocols, there are also two that were evaluated by the CEP/ , a research protocol that has co-participant institutions will first be evaluated by the committee of the proponent institution, that is the one from which the project is proposed, if the institution has a CEP. Secondly, following this approval, the Project will be evaluated by the CEP of the co-participant institution, which can only issue a decision of "approved" or "not approved". If the proponent institution has no committee, the research protocol will be forwarded, by means of the Plataforma Brasil ("the Brazil Platform"), to Conep, which will in turn indicate a CEP to evaluate the project, preferably that of the co-participant, if this institution possesses a committee. If there is no committee in the institution, Conep will forward the research protocol to the committee closest to the location where the study will be developed.
In the case of the two research protocols with co-participants evaluated by CEP/IFPB, the proponent institutions have a CEP, and the projects received the decision "pending" in the first analysis and were later "approved". Only following this analysis, the CEP/IFPB evaluated the protocols, issuing a decision of "approved". Therefore, these protocols were included among the 135 that received a "pending" decision before being approved.
In the period of analysis, 8.77% of the research protocols evaluated by a CEP/IFPB were withdrawn. Until 2011, according to CNS Resolution 196/96 3 , research protocols were considered withdrawn when the researchers did not manifest regarding the pending issues of the committee within sixty days or when requested by the researcher responsible, upon justification, before the ethical evaluation by the CEP
12
. From 2012, following the revision of the resolution, the only possibility of a protocol being considered withdrawn was when requested by the researcher; the processes in which there was no response to a pendency were then considered archived 13 . Resolution 466/2012 5 , that revoked Resolution 196/96, maintained the guidance, however, the period for the researcher to manifest, instead of sixty days, was to be defined by the operational regulations. For this reason, it was only from 2012 that protocols started to be registered with the status "arquived".
Research protocols that were not approved represent the lowest percentage (3.51%). This number reflects the educational role played by the CEP / IFPB, as the ethical inadequacies identified in the protocols and guidelines to improve the ethics of the research are registered in a consolidated opinion report, and this is forwarded, by means of the Plataforma Brasil ("the Brazil Platform"), to the researcher responsible for the study. This permits that the project can be adapted before submitting it for evaluation again and therefore contributing to the study being approved and developed with ethical quality.
In addition, the CEP also promotes educational activities on the various campi of IFPB, mainly lectures aimed at researchers, as well as making telephone contact, e-mail and consulting rooms available where proponents have access to guidance related to development of research conforming to ethical standards and can obtain guidance about pendencies identified in their protocols.
Large areas of knowledge
The research protocols evaluated by the CEP/ IFPB belong to various large areas of knowledge (Tabel 1), with predominance of the humanities, applied social sciences and health, which together, represent 60.52% of the projects studied. It is important to highlight that, regardless of the knowledge area, all research involving human subjects should undergo ethical evaluation in order to protect research participants and promote solidarity and social justice [4] [5] . Note that the significant quantity of protocols belonging to the areas of humanities and applied social sciences (96 research projects) contradicts the opinion of some researchers that only protocols belonging to the health sciences should undergo ethical assessment of a CEP. This condition is mainly due to the educational role of the CEP at the various campi of the institution, which emphasizes the importance of submission of all protocols involving human subjects to the committee, regardless of the knowledge areas of project.
It is also worth mentioning that the number of CEP / CONEP system member institutions, due to its interdisciplinary nature, is also composed of professionals from various areas of knowledge, and not only the health sciences. This configuration, in addition to contributing to the evaluation of protocols from other areas, permits ethical evaluation from different and distinct angles of observation, which promotes collegial discussion and results in a more comprehensive analysis of the protocols.
Campus origin of the protocols
The majority of protocols evaluated by the CEP/IFPB originated from João Pessoa campus (81, or 35.52%). The other campi of the institution presented, in descending order, the following results: 50 from Patos (21.93%), 23 from Sousa (10.09%), 14 from Campina Grande (6.14%), 14 from Picuí (6.14%), 9 from Cabedelo (3.95%), 8 from Guarabira (3.51%), 6 from Cajazeiras (2.63%) and 5 from Monteiro (2.19%). No research protocols from Princesa Isabel campus were evaluated. There were also 8 research protocols registered which originated from the Rectory of IFPB (3.51%), 9 from other institutions (3.95%) and 1 did not state the proponent institution (0.44%).
The prevalence of the João Pessoa campus is due mainly to some peculiarities: it is the oldest of the IFPB, and currently offers three post graduate courses, 13 bachelor courses and eight technical courses, that is, the campus has extensive engagement in research activities; and is the campus which offers the most grants from the Programa The absense of research protocols from the Princesa Isabel campus and the low quantity from the Cabedelo, Cajazeiras and Monteiro campi indicates that the CEP/IFPB should find means to develop and/or reinforce educational activities for researchers of those units, aimed at increasing their awareness of the importance of submitting research projects involving human subjects to the institution committee and, therefore, contributing to the construction and development of scientific knowledge based on ethical analysis. However, in doing this, the CEP may encounter difficulties, such as poor infrastructure, shortage of human resources, a high demand of protocols submitted for ethical evaluation, overload of work for its members, a lack of interest from researchers to participate in the events organized by the CEP and lack of institutional support for the financing of educational activities [14] [15] .
The low number of research protocols coming from the rectory and Guarabira campus is justifiable, as the first, due to its administrative nature, does not develop many research activities, and the Guarabira campus was inaugurated recently (in 2011) -its research activities are still in their initial stages and only started being submitted to the CEP/ IFPB in 2014.
The CEP/IFPB evaluated nine protocols that belonged to other institutions, that is, the researcher responsible for providing the data on the Plataforma Brasil ("the Brazil Platform"), input an institution that did not have a CEP. There was also an evaluation of one that did not state the proponent institution. In both of these situations, generally, the protocols are forwarded to Conep, which indicates a CEP for ethical evaluation, prioritizing those with the best conditions to monitor the development of the study 6 -in this case, the CEP/IFPB was indicated for these ten protocols.
Professional category and qualification of the researchers responsible for the protocols
It was found that 198 (86.84%) of those responsible for the protocols were IFPB professors and only 20 (8.77%) were administrative staff of the institution. The professional category of 10 (4.39%) researchers that did not belong to the IFPB staff was not identified. This significant number of research protocols submitted by professors of the institution had as the determining factor, the linkage between teaching and research activities. As for the low number presented by administrative staff, this was due to the fact that these protocols were mainly related to projects for the development of monographs of post graduate specialization courses, as well as guidance for research grant projects.
It was observed that among the 228 protocols evaluated, 120 researchers (52.63%) had master's degrees; 63, doctorate (27.63%); 38, specialization (16.67%); 6, bachelor's (2.63%); and 1, high school (0.44%) -in relation to the last, the registration on Plataforma Brasil ("the Brazil Platform") stated a bachelor's degree, however, the applicant's curriculum stated that the course was ongoing. This fact became evident to the CEP/IFPB during the evaluation of the research protocol, and a "not approved" result was issued, due to the fact that, in order to be the researcher responsible, it is necessary to have at least a bachelor's degree.
The expressive number of researchers with master's and doctorate (80.26%) is a reflection of the policy for qualification of professors and administrative staff at federal institutes. When they qualify, professors have the right to remuneration according to their degree; while administrative staff are entitled to incentives for level of qualification. In an attempt to increasingly consolidate this strategy, the IFPB has entered into partnerships with other institutions with the objective to offer post graduate courses to their employees.
Number of researchers per protocol
Considering the period of analysis, the quantity of researchers that had research protocols evaluated by a CEP/IFPB for the first time was: in 2010, 14 researchers; in 2011, 31; in 2012, 3; in 2013, 29; and in 2014, 41. Note that, each year, new researchers submit protocols to the committee for evaluation, permitting ethical analysis of the project to be carried out by an independent authority. The reduced number related to 2012 is due to the fact that in that year the CEP did not promote the ethical analysis of protocols, as mentioned previously.
The 228 research protocols evaluated by the committee from 2010 to 2014 were submitted by 118 different researchers. The data collected also points out that each researcher presented, individually, the following quantity of protocols: 78 researchers, only one protocol; 19 researchers, two protocols; 6 researchers, three protocols; 5 researchers, four protocols; 5 researchers, five protocols; and 5 researchers presented more than five protocols.
The necessity for submission of research protocols involving human subjects to independent research ethics committees emerged following the updating of the Declaration of Helsinki, in 1975 16 . Therefore, these research protocols should be submitted for consideration, discussion and guidance of a CEP, not leaving the ethical analysis of the project to the criteria of the researcher responsible for the study and the sponsor of the research 3 had a broader scope, establishing that all research involving human subjects should be analyzed by a research ethics committee.
Note that the number of researchers that submitted research protocols to CEP/IFPB has been increasing gradually, which permits us to infer that there is a greater protection of participants in research, as a result of the higher number of projects that undergo ethical evaluation of the CEP/Conep system.
Final considerations
The development of this study permitted a detailed analysis of the profile of the research protocols evaluated by the Federal Institute of Paraíba Research Ethics Committee from 2010 to 2014. Verified that the number of research protocols submitted to the CEP/IFPB has been gradually evolving each year, which demonstrates that the committee contributes to the ethical quality of research developed in the institute.
Despite the majority of the protocols having been approved, 72.19% of them received the analysis result pending before being approved. This fact points out the necessity to encourage educational activities, developed by the CEP/IFPB, aimed at researchers, with the intention of raising awareness of researchers to the importance of submitting research protocols involving human subjects to the institutional CEP in order for them to be carried out according to ethical standards. Another fact that demonstrates this necessity is the significant difference, among the various campi of the institute, in the number of research protocols evaluated by the CEP. Regardless of their peculiarities, in some units there should be reinforcement of the educational activities carried out by the committee. It is also possible to infer that the campi with a relatively high number of evaluated protocols have a strong tendency to create their own CEP, mainly due to the increasing annual demand for evaluation by the CEP/IFPB.
The 228 research protocols evaluated by the CEP/IFPB were submitted by 118 researchers with high levels of qualification, belonging predominantly to the professional category of professors. Therefore, it can be deduced that the protocols evaluated by the committee are from well-qualified researchers, which represents a positive factor for the performance of CEP educational activities, strengthening their mission to protect research participants.
In addition, the CEP/IFPB evaluated research protocols in various areas of knowledge, which demonstrates that the committee is in compliance with the guidelines presented in the resolutions issued by the CNS, promoting the ethical evaluation of any research involving human subjects, regardless of the subject being studied.
Given the above, it can be concluded that, by evaluating the ethics of the protocols submitted, the CEP/IFPB promotes ethical reflection in scientific research, contributing to the development of studies guided by ethical standards and respect for the research participants and consolidating, therefore, its fundamental role in the construction and development of scientific knowledge in IFPB.
